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Kontponk NNIEMCOH Liutomeranosipyc (CMV) IgM II ( 310756)
LIAISON® Control CMV IgM Il

1. NPU3HAYEHHA

KonTponi NIEMCOH Liutomeranosipyc (CMV) IgM |l (HeraTvsHi Ta NO3UTUBHI) NPU3HAYEHi NS BUKOPUCTAHHS SIK 3pa3KN KOHTPOSTIO AKOCTI
QNS MOHITOPUHTY edpeKTUBHOCTI Ta HagiiHocTi aHanisis JIIEMCOH Lintomeranosipyc (CMV) IgM Il. PoBoui xapaktepuctuki KoHTporo
NIENCOH Lintomeranosipyc (CMV) IgM |l He Gynu BcTaHoBREHi ANst GyAb-SKUX iHWUMX aHanisiB a6o NnaTdopm, BAMIHHAX
Bin JIEMCOH, NIEMCOH XL Ta NIENCOH XS.

Ananiszatop NMIEMCOH. CepTtudikaT aHaniy MicTUTb cneumdiuHy iHopMaLiiio Npo NapTilo KOHTPONIB, Ky HEOBXiAHO BBECTU
BPY4YHY B nporpamHe 3abesnevyeHHsi aHanisatopa nepes 3aBaHTaXeHHsM (hriakoHiB KOHTpONiB A0 aHanizaTopa. [ns oTpuMaHHs
6inbLw geTanbHOT iHpopMaLii 3BepHiTbCS 40 NOcibHKKa KOpUCTyBaya aHanisaTopa.

Ananizatop JIEMCOH XL. Lltpux-koan cepTudikaTie aHanisy MicTsTb cneumdiyHy iHopMaLLilo NPo NapTiio KOHTPOMbHMX
3paskiB, X CMif, 34MTaTW PYyYHUM CKaHEPOM LLTPUX-kofie aHanizatopa NIIEMCOH XL nepep 3aBaHTaxeHHsSIM (priakoHiB KOHTPOMiB
00 aHanizatopa. [Jns oTpMMaHHs Oinbll AeTanbHOI iHhopMalii 3BepHITbCA 40 NocibHMKa kKopucTyBaya aHanisaTopa.
Ananizatop JIEMCOH XS. LLiTpux-koau cepTudikaTis aHanisy MicTaTb crieumdidHy iHhopmaLliio Npo NapTiio KOHTPOMbHMX
apaskiB, iX Crif 3uMTaTV PyYHUM CKaHepoM WTpux-koais aHaniaatopa JIEMCOH XS nepen 3aBaHTaXeHHAM (hriakoHiB KOHTPOTiB
00 aHanizatopa. [lns oTpMMaHHs Ginbll AeTanbHOI iHhopMalii 3BepHITLCA 40 NocibHMKa kKopucTyBaya aHanisaTopa.

2. CKNnAO HABOPY

HeraTnBHUI KOHTPOMNb CupoBaTtka/nna3ama KpoBi NIOAUHU, HE peaKkTUBHa Ha aHTuTIna go CMV IgM,
(2 x0,8 mn (ml)) CONTROL ctabinisoBaHa B 6ydepi TRIS, 0,2% ProClin™ 300, koHcepBaHTK.

- CvpoBaTtka/nnasma KpoBi NoAWHM, peakTMBHA Ha aHTutina go CMV IgM,

n

(ZO;V(I)TEB“;'J:M(F';%;'T[)OM CONTROL]|+| ctabinisoBaHa B Gydepi PBS, BSA, 0,2% ProClin™ 300, iHepTHWMIA OBTUMI
’ GapBHUK.

Bci peareHTV noctavaloTbCsl rOTOBUMM A0 BUKOPUCTaHHA. [iana3oH KOHLEHTpAaLin KOXHOro KOHTPOM0 BKa3aHO B cepTudikarTi
aHanisy, BiH Bka3ye mexi, BcTaHoBMeHi DiaSorin Ans 3Ha4YeHb KOHTPONiB, SKi MOXXHa OTpMMaTK B pesynbTaTi JOCTOBIPHOMO aHanisy.
KoxxHa nabopaTtopisi Hece BigNoBiAanbHICTb 3a BCTAHOBIEHHST BNTACHUX MEX BiAMOBIAHO A0 iHAMBIAYanbHUX BUMOT.

3. NONEPEOXEHHA TA SACTEPEXEHHA

— [Ons piarHocTuky in vitro. Tinbkv Anst npodgecinHoro nabopaTopHOro BUKOPUCTAHHS.

— BisyanbHO nepesipTe MNakoHW Ha HasABHICTb NPOTIKAHHA. AKLWO BUSABUTLCH, WO (NAKOHW NPOTiKaloTb, ChiA HeranHo
NoBiZAOMUTUN MicLeBYy crnyx0y NiATPUMKMN KMNIEHTIB.

— KoHTponi He € cneuundivyHMMM AN KOHKPeTHOT napTii Habopy, i iXx MoxHa 6e3nevyHo 3aCcToCoBYBaTW HaBITh 3 Pi3HNMM NaPTIIMK
peareHTiB.

— Yci matepianu, WO BWKOPUCTOBYIOTLCS AN BUrOTOBMIEHHS KOMMOHEHTIB LbOro Habopy, Oynv npoTecToBaHi Ha HasBHICTb
HBsAg, aHtuTin go HCV, antutin go HIV-1, antutin go HIV-2 i BM3HaHi HepeakTuBHMMK. OfHaK, OCKINbKKU XXOO4EeH MeTon
TEeCTyBaHHS He MOXe rapaHTyBaTh abCONOTHY BiACYTHICTb MAaTOreHHMX MIKPOOPraHi3MiB, YCi 3pa3ku NIOACHKOrO NMOXOOXKEHHS
cnig BBaXxaTh NOTEHUINHO iHGpeKUiIHUMK Ta NOBOAUTUCS 3 HUMU 0BEPEXKHO.

— [HoTpumyiitecs 3BM4aniHMX 3anobikHMX 3axofiB, HeobxiaHMX Ans poboTu 3 ycima nabopaTopHUMK peareHTamu.

— YTunisauis BCiX Bigxo4iB NOBMHHA 34iMCHIOBATUCS BigNOBIAHO 4O MICLIEBUX NpaBu.

4. 3AXO0OW BE3NEKU
He xxTe, He nuinTe, He KypiTb | HE BUKOPUCTOBYITE KOCMETUKKY B nabopaTopii.
He nineTtynte po34nHu poToMm.

YHuKaTe NpsSIMOro KOHTaKTy 3 yciMa MOTEHUINHO iH(eKUinHMMK MaTepianamu, Haasiraloum nabopaTopHuiA xanar, 3axucT Ansi
oyen/obnmyysa Ta ogHOPa30Bi pykaBUYKW. Micnst 3aKiHYEHHS KOXXHOTO aHani3y peTernlbHO MUATE PYKU.

YHukanTe po3bpuskyBaHHsi abo yTBOpPEHHs aepo3onto. Yci kpanni GionoriyHOro peareHTy HeobXigHO BUAANUTU PO3YMHOM
rinoxnoputy HaTpito 3 0,5% akTMBHOro XNnopy, a BUKOPUCTaHi 3acobu yTunidyBaTh Ak MOTEHUINHO iHEKLiHi.

Yci 3pasku Ta peareHTy, WO BUKOPUCTOBYIOTLCS ANst aHanidy Ta MicTATb GionorivyHi MaTepianu, cnig po3rnsaati ik NOTEHLUNHO
iHcpekuinHi areHTW. 3 Biaxogamu HeobxigHO noBoaUTUCS obepexHo i yTunisyBaTu ix BignoBiaHO A0 NabopaTopHMX iHCTPYKLUIN Ta
3aKOHOAaBYMX MOSTOXEHb, WO Ait0Tb Y KOXHIi KpaiHi. Byab-aki maTepianyv anst NOBTOPHOIO BUKOPUCTAHHA NOBUHHI BYTU HAneXxHnm
YMHOM CTepuIii3oBaHi BiANOBIAHO A0 MiICLEBMX 3aKOHIB Ta iHCTPYKUin. MNepeBipTe eheKTUBHICTb LMKy cTepunidadii/aesiHdekui.

He BukopucToByiiTe Habopu abo KOMMOHEHTU NiCNs 3akiHYEHHSI TEPMiHY NPUAATHOCTI, 3a3HAYEHOro Ha eTUKETL.
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BignoeigHo o PernameHty €C 1272/2008 (CLP) peareHTn knacudikytoTbCa Ta MapKyrTbCs HACTYMHUM YMHOM:

PEATEHTM: [CONTROL|-], [CONTROL|+]
KNACU®DIKALIIS:

Skin sens. 1A H317
Aquatic chronic 3 H412

CUIrHAJIbHE CJ1OBO: YBara

cumBonun/
NIKTOrPAMMU:

GHSO07 3Hak oknuky

MOBIAOMNEHHA NPO H317 Moxe BMKNMKaTK anepriyHy LKipHY peakLito.

HEBESMEKY: H412 Wkignueuin ana BOOHWX OpPraHiamis 3 4OBroTpMBanuMm Hacnigkamu.
NONEPE/KEHHA: P261 YHukaiiTe BouxaHHs nuny/gumy/rasy/snnapis/6pusox.
P280 HociTb 3axMCHi pyKaBUYKWU/3aXMCHUI OOST/3aXUCHI OKyNsipu/3axuct ans obnuyus.
P273 YHukante BUTOKY B AOBKOMULUHE CEPEAOBULLIE.
P362 3HimiTb 3abpyaHeHWIA ogar i BUNEpiTb MOro nepes NOBTOPHUM BUKOPUCTAHHSIM.
MICTUTDb:
(TiNbKN PeYoBUHM, peakuiiHa maca 5-xnop-2-meTtnn-4-izotiasoniH-3-oH [EC Ne 247-500-7] ta 2-meTun-2H-
nepenbayeHi ctatTteto 18 isoTiason-3-oH [EC Ne 220-239-6] (3:1). (ProClin™ 300).

Pernamenty €C 1272/2008).

[nsa oTpumaHHs gopaTkoBoi iHgopmauii ane. Safety Data Sheets (MacnopTt 6e3nekn), gocTynHuin Ha www.diasorin.com.

5. 3BEPIFAHHA | CTABIUIbHICTb

Micna oTpumaHHA KOHTpOMIB iX MOTPIOHO 3Gepiratm npu TemnepaTypi 2-8°C y BepTMKaNbHOMY MOSIOXKEHHI, W06 3anobirtn
NPUIMNaHHI PO34YUHY [0 KPULLKKM drakoHa. He 3amopoxyBaTtu. AKLWO KOHTponi 36GepiraloTbecs Y BEpTUKaNbHOMY MOSIOXEHHI Ta
3anevyaraHuMu, BoHU cTabinbHi npu 2-8°C fo 3akiHY4eHHs TepMiHy npugaTtHocTi. [icna BigkpUTTs KOHTponi cTabinbHi NpoTarom
BOCbMM TUXHIB 338 YMOBMW HanexHoro 36epiraHHs npy Temnepatypi 2-8°C Mix 4BOMa NOCiAOBHUMW BUKOPUCTaHHSAMW. YHUKaWTe
GakTepianbHOi KOHTaMiHauii KoHTponiB. KOHTponmi He MOXHa BWKOPUCTOBYBATM MiCMsi 3aKiHYEHHA TepMiHy NpuAaTHOCTI,
3a3HAYEHOro Ha eTuKeTkax (ONaKoHiIB.

6. TMPUITOTYBAHHA PEATEHTIB

— MMomicTiTe nakoHM KOHTPONIB y BIAMNOBIAHI WTaTMBW aHanidatopa. BMICT KOXHOro (rakoHy KOHTPOM AOCTaTHIN And
npoBefeHHs He MmeHLwe 20 TecTiB.

— MiHimanbHuin HeobxigHun 06’em ctaHoBUTL 420 Mkn (PI) (20 mkn (i) kKoHTponb + 400 mkn (ul) mepTBUIN 06’eMm).

— Mg yac BukopuCTaHHA OOBEAiTb KOHTPOMi A0 KiMHATHOI Temnepatypu (20-25°C), nepw HiX BigkpvBatu priakoHu, i
36epiranTe X 3aBaHTaXXEHMMU B aHarnisaTop nve npoTarom Yacy, HeobxiaHOro AN TeCTyBaHHA KOHTPOMO AKOCTI.

— [icns BukopucTaHHS HeramHo 3akpuiiTe dnakoHu npobkamu Ta 36epirante ix npu TemnepaTypi 2-8°C y BepTUKanbHOMY
MOMOXEHHI.

— MMig yac poboTu BXMBaWTe BIANOBIAHNX 3aN0BKHMX 3aX0AIB, WO YHUKHYTU BakTepianbHOI KOHTaMiHaLii KOHTPONIB.

7. NMOBOMXEHHA
LLlo6 oTpumaTm iHbopmaLiito Npo HanexHe NOBOMKEHHS, 3BEPHITLCS 40 NOCiIOHMKa KopucTyBada aHaniaropa.

8. UiNboBI 3HAYEHHA

LlincoBi 3HaveHHs Ta AianasoHun koHueHTpauin hCMV IgM B koHTponax BkasaHi B cepTudikati aHanisy. BoHn 6ynm BctaHoBneHi
nicna BpaxyBaHHS BapiaTMBHOCTI NOCTaHOBOK aHanidy BiAHOCHO 36epexeHOoi CTaH4apTHOI KpMBOI, ANns Toro wob rapaHtyBaTtu
TOYHICTb aHaniTUYHWX pesynbTaTiB i oTpumyBaTW iHdopmauito Npo cTabinbHOCTi abo noripweHHss AKOCTi peareHTiB. AKLWOo
KOHTPOIbHi 3HAYE€HHA HEOAHOPA30BO BMXOASATh 3@ MEXi OYiKyBaHMX AianasoHiB, MIMOBIPHO, TeCT 6yno BUKOHAHO HENPaBWITLHO.

KopoTkun onunc 6e3nekn Ta epeKTMBHOCTI AOCTYNHUIA Yepe3 EBponencbky 6a3dy AaHnx meanyHnx Bupobis (Eudamed).

Tinekn gna €C: 3BepHiTb yBary, WO Npo Oyab-sKUN CEPUO3HUIA IHUMAEHT, IO CTABCA CTOCOBHO LbOrO MEAWMYHOro MPUCTPOK Anst
piarHocTukm in vitro (IVD), cnig nosigomnstu go DiaSorin Italia S.p.A. Ta 40 KOMNETEHTHOrO OpraHy Aepxasu-yneHa €C, B ki NpoxuBae
KopucTyBad Ta/abo nauieHT.

200/009-098, 16 - 2025-02

[aTa ocTaHHbOro nepernagy iHCTpYKLii i3 3acTocyBaHHs: 01.2026
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YnoBHOBaXXeHUI NpeAcTaBHUK B YKpaiHi:

TOB «JTABCEMMOPT»
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